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CLAIMS 

L Raloxifene acid addition salt or solvate thereof wherein the 
raloxifene acid addition salt of solvate thereof is selected among: raloxifene D- 
5 lactate, raloxifene L^lactate, Raloxifene DL-lactate, raloxifene D-lactate hemi- 
hydrate, raloxifene D-lactate Vi-hydrate, raloxifene L-lactate hemihydrate, 
raloxifene L-lactate '/^-hydrate, raloxifene DL-lactate hemihydrate and raloxifene 
DL-lactate i4-hydrate. 

2. Raloxifene acid addition salt or solvate thereof according to claim 1, 
1 0 wherein the raloxifene acid addition salt or solvate thereof is raloxifene L-lactate 
hemihydrate being in crystalline form having the following X-ray crystalline po- 
sitions: 
XRD: 

15 D 2Theta Krel) I(abs) FWHM 
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3. Raloxifene acid addition salt or solvate thereof according to claim 1, 
wherein the raloxifene acid addition salt or solvate thereof is raloxifene L-lactate 
'/^-hydrate being in crystalline form having the following X-ray crystalline posi- 
25 tions: 

XRD: 

D 2Theta IfreH Kabs^ FWHM 
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20 

4. Raloxifene acid addition salt or solvate thereof according to claim 1, 
wherein the raloxifene acid addition salt or solvate thereof is raloxifene DL- 
lactate hemihydrate being in crystalline form having the following X-ray crystal- 
line positions: 

25 

XRD: 

D 2Theta IfreH Ifabs^ FWHM 

30 13.595814 6.4959 28.40 12683 0.1400 
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15 5. Raloxifene acid addition salt or solvate thereof being raloxifene 

succinate in crystalline form having the following X-ray crystallographic posi- 
tions: 

XRD: 

20 

D 2Theta IfreH l(abs^^ FWHM 
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20 

6. Raloxifene acid addition salt or solvate thereof being raloxifene sul- 
phate 2-propanol solvate. 

7. Raloxifene acid addition salt or solvate thereof according to claim 6, 
wherein raloxifene sulphate 2-propanol solvate is in crystalline form having the 

2 5 following X-ray crystallographic positions: 

XRD: 

D 2Theta Ifrel) Ifabs^ FWHM 
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23.5978 


61.03 


11505 


0.1100 


30 


3.691303 


24.0899 


20.10 


3790 


0.1500 



i 
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3.639317 


24.4393 


47.20 


8897 


0.1200 


3.590489 


24.7769 


28.23 


5321 


0.1600 


3.511060 


25.3467 


29.66 


5592 


0.1100 


3.478586 


25.5873 


23.70 


4468 


0.1041 


3.416539 


26.0601 


37.38 


7047 


0.1900 


3.355389 


26.5436 


20.28 


3823 


0.1300 


3.314637 


26.8760 


17.08 


3220 


0.1200 


J»Z /lUiD 


27.2413 


15.24 


2874 


O.UouU 


3.2S2583 


27.3987 


14.71 


2773 


0.1041 


3.100446 


28.7714 


23.04 


4344 


0.1200 


3.079703 


28.9694 


19.73 


3720 


0.1041 


3.033828 


29.4172 


29.23 


5511 


0.1300 


3.009744 


29.6580 


15.28 


2880 


0.1041 


2.937725 


30.4024 


13.30 


2507 


0.1700 



15 

8. Raloxifene acid addition salt or solvate thereof being raloxifene 
malonate in crystalline form having the following X-ray crystalline positions: 

XRD: 

20 

D 2Theta Krel) I(abs) FWHM 



14.385166 


6.1391 


36.51 


6471 


0.0100 


13.125024 


6.7292 


38.91 


6896 


0.1300 


10.305386 


8.5734 


37.32 


6614 


0.1700 


9,279238 


9.5236 


39.85 


7062 


0.1300 


8.860721 


9.9745 


34.60 


6133 


0.0900 


8.510328 


10.3863 


33.27 


5895 


0.0900 


8.314361 


10.6318 


33.02 


5852 


0.0800 


7.947949 


11.1234 


41.61 


7375 


0.1600 
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3,765729 


23.6059 


50.70 


8986 


0.2000 


25 


3,703455 


24.0097 


34.79 


6166 


0.1200 




3.638542 


24.4446 


47.30 


8382 


0.1900 




3.499221 


25.4339 


44.29 


7849 


0.2000 




3.426872 


25.9801 


43.63 


7732 


0.2200 




3.292398 


27.0610 


23.39 


4145 


0.1000 


30 


3.253755 


27.3886 


25.03 


4435 


0.1400 
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3.192249 27.9269 22.18 3931 0.1400 

3.094846 28.8246 28.68 5083 0.3000 

3.034329 29.4123 27.30 4338 011900 



5 9. Use of a raloxifene acid addition salt or solvate thereof according to 

any of the claims 1-8, for the manufacture of a pharmaceutical composition ca- 
pable of fast and reliable release of the raloxifene acid addition salt or solvate 
thereof in gastric juice. 

10. Use according to claim 9, where the pharmaceutical composition is 
10 intended for the treatment of cancer or osteoporosis, or for inhibiting cartilage 

degradation. 

11. Phamiaceutical composition capable of fast and reliable release of 
the active ingredients in gastric juice, comprising a raloxifene acid addition salt 
or solvate thereof according to any of the claims 1-8. 

15 12. Pharmaceutical composition according to claim 11, wherein the 

phsumaceutical is intended for the treatment of cancer or osteoporosis, or for in- 
hibiting cartilage degradation. 

13. Process for the manufacture of raloxifene lactate comprising the 
following steps: 

20 to a solution of the compound having the general formula I in an sol- 

vent 



RO 




Formula I 



25 



wherein R represents two independently selected hydroxyl protec- 



i 
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tion groups, 

a suitable reagent is added in order to remove the protection groups; 
lactic acid is added to the mixture, and 

raloxifene lactate is precipitated from the mixture and isolated. 
5 14, Process according to claim 13, wherein the groups R are independ- 

ently selected from: C1-C4 alkyl, C5-C7 cycloalkyl, benzyl -COR^ or S02R^, 
wherein R^ is C1-C4 primary or secondary alkyl, CrCa fluoroalkyl, Ci-Cs 
chloroalkyl, C1-C4 alkylphenyl, C1-C4 alkoxyphenyl, mono- or dinitrophenyl or 
mono- or di(chloro or fluoro)phenyl. 
10 15, Process according to the claims 13 or 14, wherein the two R groups 

are identical. 

16. Process according to the claims 13-15, wherein the solvent is se- 
lected from alcohols having 1 to 5 carbon atoms. 

17. Process according to claim 16, wherein the alcohol is a monovalent 

15 alcohol. 

18. Process according to claim 17, wherein the alcohol is ethanol. 

19. Process according to claim 18, wherein the alcohol is 96% ethanol. 

20. Process according to any of the claims 13 to 19, wherein the lactate 
is L-lactate. 



20 



